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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

Responsive to communication(s) filed on 27 February 2007 . 
2a)D This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) E3 Claim(s) 1-20 is/are pending in the application. 

4a) Of the above claim(s) 1-1 7. 19 and 20 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) D Claim(s) 17 and 18 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) E3 The specification is objected to by the Examiner. 

10)^ The drawing(s) filed on 24 February 2004 is/are: a)^ accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 1 1 9 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Status of Application: Claims and Amendments 

Applicant's election with traverse of Group V, claims 17 and 18 in the paper received 2/26/2007 
is acknowledged. Applicant traverses the restriction requirement on several grounds. First that 
the grouping are not independent and distinct. This is not found persuasive for the following 
reasons: 

Under MPEP § 803 , there are two criteria for a proper requirement for restriction between 
patentably distinct inventions: 

(A) The inventions must be independent (see MPEP § 8702.01, 806.04, 808.01) or 
distinct as claimed (see MPEP § 806.05- §806.05(1)): and 

(B) There must be a serious burden on the examiner if restriction is required (see MPEP § 
803.02, § 806.04(a)- 806.04(1), § 808.01(a), and § 808.02). 

Consistent with current patent practice, a serious search burden may be established by 

(A) separate classification thereof: (B) a separate status in the art when they are classifiable 

together: (C) a different field of search. These criteria were met in the above restriction. 

Applicant challenges Office policy concerning the reliance on classification, on the burden of 

additional fees, and potential double patenting issues; however the examiner cannot comment on 

Office policy. Therefore, the restriction is maintained and made Final. 

Specification 

The disclosure is objected to because it contains an embedded hyperlink and/or other 
form of browser-executable code, see page 39 for example. Applicant is required to delete the 
embedded hyperlink and/or other form of browser-executable code. See MPEP § 608.01. 
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Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 17 and 18 are rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for a polynucleotide of SEQ ID NO: 1 and 2, encoding a 
platelet Fl 1 receptor, and for polynucleotides that differ from the polynucleotides of SEQ ID 
NO: 1 or 2 due to the degeneracy of the genetic code but which encode a polypeptide of SEQ ID 
NO: 3 or 4, does not reasonably provide enablement for sequences from other species, mutated 
sequences, allelic variants, or sequences that have a recited degree of identity. The specification 
does not enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make or use the invention commensurate in scope with these claims. 

The claims encompass polynucleotides encoding amino acid sequence variants of the 
polypeptides of SEQ ID NO: 3 and 4, i.e., those encoding amino acid substitutions, deletions or 
insertions in a protein corresponding to SEQ ID NO: 3 and 4. The specification has failed to 
teach one of skill in the art which amino acid substitutions, deletions or insertions to make. 
Furthermore, the Applicant has not provided guidance as to what properties of the allelic variants 
or sequence variants of the protein corresponding to SEQ ID NO: 3 or 4 might be desired nor any 
guidance as to which amino acid substitutions, deletions or insertions to make to achieve any 
desired property. Applicant has not defined a difference in structure or difference in function 
between the proteins corresponding to SEQ ID NO: 3 and 4 and variants of said proteins. If a 
variant of the proteins corresponding to SEQ ID NO: 3 and 4 is to have a structure and function 
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similar to the proteins corresponding to SEQ ID NO: 3 and 4, then the specification has failed to 
teach one of skill in the art which amino acid substitutions, deletions or insertions to make that 
will preserve the structure and function of the proteins corresponding to SEQ ID NO: 3 and 4. 

The problem of predicting protein structure from sequence data and in turn utilizing 
predicted structural determinations to ascertain functional aspects of the protein is extremely 
complex. While it is known that many amino acid substitutions are generally possible in any 
given protein, the positions within the protein's sequence where such amino acid substitutions 
can be made with a reasonable expectation of success are limited. Certain positions in the 
sequence are critical to the protein's structure/function relationship, e.g. such as various sites or 
regions directly involved in binding, activity and in providing the correct three-dimensional 
spatial orientation of binding and active sites. These regions can tolerate only relatively 
conservative substitutions or no substitutions (see Bowie et al., 1990, Science 247:1306-1310, 
especially p. 1306, column 2, paragraph 2). Guo-HH et al. PNAS 101(25)9205-9210, 2004, 
recently reviewed the art and conducted an extensive study on the effect of amino acid 
substitution on the functionality of a wide variety of proteins and found that on average a single 
amino acid substitution had a 34% chance inactivating the functionality of the protein, see the 
Abstract. 

However, Applicant has provided little or no guidance beyond the mere presentation of 
sequence data to enable one of ordinary skill in the art to determine, without undue 
experimentation, the positions in the protein which are tolerant to change (e.g. such as by amino 
acid substitutions or deletions), and the nature and extent of changes that can be made in these 
positions. Also, these or other regions may be critical determinants of antigenicity. It is well 
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appreciated in the art of antibody production that it is unpredictable which amino acids are 
critical antigenic determinants (see Alexander et al., Proc. Natl. Acad. Sci. 89(3352-3356)1992. 
Protein antigenicity can be significantly reduced by substitution of even a single residue. 
Further, even if an amino acid substitution does not destroy the activity of the immunizing 
protein, the substitution may significantly reduce the antigenicity of the protein (see the Abstract 
of Alexander et al.). The specification does not provide sufficient guidance as to how to make 
antibodies that are specific to variants of SEQ ID NO: 3 and 4 that can be used for any specific 
purpose. The specification has not provided guidance as to natural variants that may exist, nor 
how to use antibodies specific to variants that might be created. 

Although the specification outlines art-recognized procedures for producing and 
screening for active variants, this is not adequate guidance as to the nature of active variants that 
may be constructed, but is merely an invitation to the artisan to use the current invention as a 
starting point for further experimentation. Even if an active or binding site were identified in the 
specification, they may not be sufficient, as the ordinary artisan would immediately recognize 
that an active or binding site must assume the proper three-dimensional configuration to be 
active, which conformation is dependent upon surrounding residues; therefore substitution of 
non-essential residues can often destroy activity. 

Additionally, claim 1 8 encompasses polynucleotides that would hybridize under low 
stringency conditions to a polynucleotide encoding an Fl 1 receptor, yet such hybridizing 
polynucleotides would be expected to encode polypeptides that are unrelated to any Fl 1 
receptor, or to not encode any polypeptide at all. Further, such hybridization conditions would 
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not permit those polynucleotides to be used as probes because the hybridization would not be 
specific. The specification has failed to teach how to use such polynucleotides. 

Due to the large quantity of experimentation necessary to generate the infinite number of 
variant recited in the claims and possibly screen same for activity, the lack of direction/guidance 
presented in the specification regarding which structural features are required in order to provide 
activity, the absence of working examples directed to same, the complex nature of the invention, 
the state of the prior art which establishes the unpredictability of the effects of mutation on 
protein structure and function, and the breadth of the claims which fail to recite any structural or 
functional limitations, undue experimentation would be required of the skilled artisan to make 
and/or use the claimed invention in its full scope. 

Claims 17 and 18 are rejected under 35 U.S.C. 112, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. 

The specification discloses polynucleotides of SEQ ID NO: 1 and 2, yet the claims 
encompass polynucleotides not described in the specification, e.g., sequences from other species, 
mutated sequences, allelic variants, genomic sequences, or sequences that have a recited degree 
of identity. None of these sequences meet the written description provision of 35 U.S.C. 1 12, 
first paragraph. Although one of skill in the art would reasonably predict that these sequences 
exist, one would not be able make useful predictions as to the positions or identities of those 
sequences based on the information disclosed in the specification. 
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With the exception of the of the polynucleotides of SEQ ID NO: 1 and 2, the skilled 
artisan cannot envision the detailed chemical structure of the encompassed variants. Therefore, 
only the polynucleotides of SEQ ID NO: 1 and 2, and polynucleotides consisting of fragments 
thereof, but not the full breadth of the claims meet the written description provision of 35 U.S.C. 
§112, first paragraph. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claim 18 is rejected under 35 U.S.C. 102(b) as being anticipated by GenBank accession 
number AA101561, October 1996. GenBank accession number AA101561 discloses a DNA 
molecule (oligomer) that is 99.2 % identical to SEQ ID NO: 2 over a region of 377 bases (see 
sequence alignment provided in parent application 09397243) and would thus hybridize to a 
polynucleotide of SEQ ID NO: 2 under highly stringent conditions. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
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Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

Claims 17 and 18 are rejected on the ground of nonstatutory double patenting over claim 
1 of U. S. Patent No. 6699688 since the claims, if allowed, would improperly extend the "right to 
exclude" already granted in the patent. 

The subject matter claimed in the instant application is fully disclosed in the patent and is 
covered by the patent since the patent and the application are claiming common subject matter, 
as follows: the instant claims claim a broader genus (e.g. polynucleotides encoding polypeptides 
that are 90% identical to SEQ ID NO: 3 or 4, and polynucleotides that hybridize to 
polynucleotides of SEQ ID NO: 1 or 2) than that of U.S. Patent No: 6699688; however, as a 
species claim (that of U.S. Patent No: 6699688) anticipates that of a genus claim (the instant 
claims), issuance of the instant claims would result in an improper extension of the "right to 
exclude" already granted in the 6699688 patent. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael Brannock, Ph.D., whose telephone number is (571) 272- 
0869. The examiner can normally be reached on Mondays through Fridays from 9:00 a.m. to 
5:00 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Janet Andres, Ph.D., can be reached at (571) 272-0867. Official papers filed by fax 
should be directed to 571-273-8300. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the Group receptionist whose telephone number is (703) 308-0196. 




